—_— e w W
RECEIVED AT DRUG SAFETY s

LECOT T

Tine 08
S L : page
!
, F A - o * = O
1. Patient identifier | 2. Age attime St 3. Sex 4. Weigat
of event: L’g L}z
or L . D female s
Date Z mat cr
11 centigerce of birth: ale kgs

B. Adverse event or prod D

1 g Adverse event  and’or D Product problem (e.g.. defectsimalfunct onsi

2 Outcomes attribuled to adverse event
x disebiity

icneck all rat apply;
D congental anomaly

] cean
s a0 required mntervention 10 prevert
g e-threztening £emanent impairment damage

x hasptalzaton - inital or prolongec :} Sthee

= ¥/ ¥ 7 Jas

5 Describe event or problem —_

Cama  dewnn LIt she
Lo, 7t Lastal 1o days Then a coicf

- N - . H . . P ; . —I C’{T‘L}
T cobd neT oty Decayse U;,HKN iy
el wwur wwouse Saner@ abdomial hloa]Tuc
Yo Fuce Fhere mekRmel Size apd

Nloegs This 75 whew I So¢

) / qu'ﬁ cIninKsp c.-ba-.,«Z‘q

Y }’) < /:7 [ 4 " . ,{ ) . / ‘M°
¢ pac o€ el of ¢ a/. onen 5

LS hra “/W”hj O/VZ:/ ﬁ; /Cl’j QO [ <
/(3;;‘?)\4 T“I"{ev’éﬂ e ' LS a/,"/gt-(-fe‘-/ -

T have sevens Fier  damege
'#QDN\ “14\13 ' OIW/ bcL[\’ue AﬁerqA\:\(cph ety £s
rh< cacse,
. jOkéQS'Q VAN rh< peDLfc.

Tha Te2n ed tate oNed Porict ‘,"\c-Lsz. wel,

7
FpN Ay Fee dand anKlcs 507‘6[/:@{/

when Theé sw'cﬂfﬂj Smxfa/f‘_//» ANy

Thiss ubmes™ [rid oo g

‘OLUNTARY

iy 2z

Individual Safety Report

WG

C. Suspect medication(s)

1. Name (give labeled strength & mir/labeler. if knowe)
ay YT L }
T Yy lbeNe
7 K o
2 & XTAA < Yenmglly \ 'v({._eN L (__

2 Dose, Irequency & route used 3 ‘Therapy dates (14 known. give durat:o)
\

TERUC e - peagl
TS c{ S Ted | 202 days
52 ! }

. ,7/Y‘
4 Diagnos:s for use (ndicasony

of

7

5. Event abated after use
stopped or dose reduced

e R g
~ YA .
: !I\‘/IN :18_‘,35 [Jro Dg%ﬁlm
42 iy -
H doesrt
5 Lot 7 if kncwm) T Exp. aate (1 rmomn ] 2 [Xves [Jno Daao?.'
"1 B .1 8 Event reappeared aftes
—0 T T T e e leimroducﬁor.
w2 #2
*1 Uyes Clro [gsesnt

9. NODC # (for product problems onily)
» - #2 [ves [lre (Jgosem

10. Concomitant medical products anc mer?py dates (exclude weatmert o even)

D. Suspect medical device

* Brand name .

=L
;D /7=
4. Operator of device
[ neatt arotess onal
D lay user/petieri

D ohar

2. Type of device

3. Manufacturer name & address

S Expiration date

6 Relevant testsflaboratory data, -cluding dates
acicio Call esTs
v eh pastyl ¢ TenTs .
\:\\QN\;‘)"TQ)» 4+ Hy'\oga,ul_ Costle TesTs '
X ch‘:d {?_\,\N{k Teg"‘f;-.j—(—- wlv T{"QT
Car<n
ﬁ\?'ld:'f} W aged MUY MNAGRE |

S/1/9 7 She /1 7

T smat U devel Gilae

5. RN
model # _

catalog # 7. lf}:qlﬂl??ted. give dale
seriat¥

ot ¥ 8. l! ‘ex‘;:l‘?!\ted. give date
other #

9. Device available for evaluation? iDo nct serd tc £0A)
D yes [:] no D returned 1o manutacture- an
RS LY

7 Other refevant history. including preexisting medical conditions (e.g.. aliargias
race. pregnarcy. smoking and a'cohol use, hepatic:renal dvstunction, etc )

\‘?\;R-—Né"t'i)‘ ~ & P C:‘(; 'B\’G‘ B« c-'{ﬁ(k/~
2 pec [ <.t Q)% Q‘»ﬁ‘?.; 3 M/"'li.r‘i, .
Yo chenc K

Toad (N
MEDWaTOH or FAX to:
5600 Fishars Lane 1-800-FDA-0178

,Im Mail to:

Rockville, MD 20852-9787

FDA Form 3500 (6/93)

10. Concomitant medical products and trerady dates -exchide r2aimen: of event;

.

E. Reporter (see confidentiality section on back)
. Name, address & phone #

4 Alsoreported to .~
D mautacture 0(,

0

2 Healih professionat? { 3. Occupation

Cves [ o PQN'{"QO\

user ‘aciiity

5. M you do NOT want your identity disclosed to

the manufacturer. place an = X * in this box. distributor T

J

Submission of a report does not constitute an admission that medical personnef or the product caused or contributed to the event.



